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SEPTAL CLOSURE DEVICES 

Cross-Reference to Related Application 

This application claims priority from provisional serial no. 60/43 1,924, filed 
December 9, 2002, which is incorporated herein by reference. 

5 

Background of the lavention 

A patent foramen ovale (PFO) as shown in FIG, 1 is a persistent, one-way, 
usually flap-like opening in tlie wall between the right atrium 10 and left abrium 12 of 
the heart. Since left atrial (LA) pressure is normally higher than right atrial (RA) 
10 piessnre, the flap typically stays closed. Under certain conditions, however, RA 

pressure can exceed LA pressure, creating the possibility for right to left shunting that 
can allow blood clots to enter the systemic circulation. 

In utero, the foramen ovale serves as a physiologic conduit for light-to-left 
shunting. After birth, with the establishment of pulmonary circulation, the increased 
15 left atrial blood flow and pressure results in functional closure of the foramen ovale. 
This closure is typically followed by anatomical closure of the two over-lapping 
layers of tissue, septum primum 14 and septum secundum 1 6. However, a PFO has 
been shown to persist in a significant minority of adults. 

The presence of a PFO has no therapeutic consequence in otherwise healthy 
20 adults. But patients suffering a stroke or TJA in the presence of a PFO and without 
another cause of ischemic stroke are considered for prophylactic medical therapy to 
reduce the risk of a recurrent embolic event. These patients can be treated with oral 
anticoagulants, but such drugs have the potential for adverse side effects such as 
hemorrhaging, hematoma, and interactions with other drugs. Li certain cases, such as 
25 when the use of anticoagulation drugs is contraindicated, surgery may be used to 
suture a PFO closed. Suturing a PFO require attachment of septum secundum to 
septum primum with a stitch (continuous or inteiTupted), which is the common way a 
surgeon shuts the PFO under direct visualization. 
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Non-surgical closure of PFOs has become possible with umbrella devices and 
a variety of other similar mechanical closure designs developed initially for 
percutaneous closure of atrial septal defects (ASD). These devices allow patients to 
avoid the potential side effects often associated with anticoagulation therapies. 

5 Summary of Embodiments of the Invention 

Embodiments of the present invention are directed to devices for closing 
septal defects such as PFOs. The closure devices include proximal and distal 
occlusion members for applying compressive forces to tissue on opposite sides of 
10 septal defects to help close the defects. Material patches of a fabric or growth 

promoting matrix can optionally be applied to the occlusion members to cover the 
defect and promote tissue ingrowth to improve defect closure. The devices are 
collapsible for delivery and deployment, and can be easily retrieved and redeployed 
or repositioned if needed. 

15 These and other features wiQ become apparent from the following detailed 

description, wheiein embodiments of the invention arc shown and described by way 
of illustration. As will be realized, the invention is capable of other and different 
embodiments and its several details maybe capable of modifications in various 
respects, all without departing from the invention. Accordingly, the drawings and 

20 description are to be regarded as illustrative in nature and not in a restrictive or 
limiting sense. 

Brief Description of the Drawings 
FIG. 1 is a cross-sectional view of a portion of the heart illustrating a PFO; 

25 FIGS. 2A and 2B are perspective views of a closure device m accordance with 

one or more embodiments of the invention in generally collapsed and expanded states, 
respectively; 
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FIGS. 3A - 3D are side views illustrating deployment of the closure device of 
HGS. 2A and 2B in a PFO; 

FIGS. 4A and 4B are perspective views of a closure device in expanded and 
collapsed states, respectively, in accordance with one or more further embodiments of 
5 the invention; 

FIGS. 5 A and 5B are perspective and side views, respectively, illustrating 
placement of the closure device of FIGS. 4A and 4B in a PFO; and 

FIG. 6 is a side view of a closure device in accordance with one or more 
farther embodiments of the invention. 

10 Detailed Description 

Various embodiments of the present invention are directed to methods and 
devices for closing septal defects such as PFOs. The devices apply compressive 
forces to compliant tissue on opposite sides of the defect to help close the defect. 

FIGS. 2A-2B and 3A-3D generally illustrate a closure device or occluder 20 
15 in accordance with one or more embodiments of the invention. FIGS. 2A and 2B 

illustrate the device 20 in collapsed and expanded states, respectively. FIGS. 3A-3D 
illustrate a process of deploying the device 20, The device 20 is radially collapsible 
into a collapsed configuration (as shown in FIG. 2A) for delivery through a catheter 
and deployment. Upon deployment, it expands into a predefined expanded 
20 configuration (shown generally in FIG, 2B). 

The device 20 includes an expandable distal occlusion member 22 and an 
expandable proximal occlusion member 24 connected to each other. The distal 
occlusion member 22 (which can be positioned on the left atrial side of a PFO) 
includes a framework havhig a central hub 26 and a plurality of outwardly extendmg 
25 elongated struts 28. The free ends of stmts 28 can have small loops, ball tips, or 
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Otherwise be rounded or configured to reduce trauma. The proximal occlusion 
member 24 (which can be placed on the right atrial side of the PFO> includes a 
plurality of wires in the form of loops 29, shown here as overlapping, when the 
device 20 is in an expanded state. As shown in FIGS. 2A and 2B, loops 29 each 
5 extend from a central hub 26 to an end cap 27. The loop forms a plane that is 

approximately paraUel to the tissue it is closing and applies a force that is generally 
perpendicular to the plane (see also EIG, 5A). 

In accordance with some embodiments of the invention, material patches of a 
fabric or growth promoting matrix can optionally be applied to the occlusion 

10 members 22, 24. When the device 20 is deployed, the patches can cover the defect 
and promote tissue ingrowth to improve defect closure. Numerous biocompatible 
materials can be used for the patches including, but not limited to, polyester fabrics 
(such as knitted or woven polyester fabrics), GORE-TEX® (ePTEE), and IVALON® 
(polyvinyl alcohol foam), naturally occurring Ussue scaffolds (such as collagen or 

15 acellular tissue matrices), polym-ethane, bioresorbable tissue matrices, or electrospun 
fabric. 

The wires forming the device are preferably made of a thermaUy responsive 
material having shape memory properties (e.g., nitinol, nitinol aUoys, shape memory 
polymeric materials). The wires could be made of a bioresorbable materials if a 

20 tissue scaffold is provided. Suitable shape memory materials can include a first, 

relatively pHable low temperature phase (mainly R-phase or martensite or both) and 
a second, relatively rigid high temperature phase (mainly austenite). Such material 
can, e.g., have a high temperature phase at about body temperature or, more 
preferably, at temperatures above about 70T. As is generally known for such 

25 materials, the device is collapsed in the R-phase or martensite phase, and then 

recovers a programmed shape when body heat causes the material in the device to 
transition to its austenitic phase. It should be understood that these are representative 
properties that can be varied 

In some respects, this device resembles a vena cava filter as shown in U.S. 
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PatentNo. 4,425,908. A vena cava filter is designed to be inserted into amajorvein 
to prevent a blood clot from entering the lungs, a diEfesent purpose from that 
described here. 

FIGS. 3A-3D illustrate deployment of the device 20 for closing a PFO. The 
5 device 20 can be delivered to the septal defect in the collapsed state through a 

standard catheter 30. The catheter 30 is passed through the defect between septum 
primum 14 aad septum secundum 16 as shown in FIG. 3 A. The distal occlusion 
member 22 is then deployed as shown in FIG. 3B. The catheter 30 is retrieved, and 
the proxhnal occlusion member 24 is deployed on the proximal part of the defect as 
10 shown in FIGS. 3C and 3D. Once deployed, compressive forces are applied by the 
device 20 to the tissue, causmg septum secundum 16 to be drawn toward sephim 
primmn 14. A tissue scaffold, if provided, would cause tissue to grow around the 
scaffold. The device 20 remains in place while the defect can heal to close the hde. 

As indicated in HG. 3D, the struts can just contact tissue at theh ends, while 
15 the loops generally contact tissue over more of the length of the loops. If desired, the 
device 20 can be easily retrieved and redeployed or repositioned. The device 20 can 
be fully or partially pulled back into the delivery sheath from the defect by pulling on 
end cap 27, which serves as the proximal attachment point of the occluder for use 
with a recovery type catheter. The device can then be removed completely from (he 
20 body or redeployed. 

Benefits of the device 20 mclude high fatigue resistance, ability to be used 
with small diameter deUvery sheaths, reduced metal mass, ease of manufacturing, 
reduced cost, and overall design shnplicity. 

FIGS. 4A and 4B generally illustrate a closm-e device or occluder 30 in 
25 accordance with one or more further embodiments of the present invention. HG. 4A 
illustrates the device 30 in an expanded state when deployed, and HIG. 4B illustrates 
the device 30 m a generally collapsed state for delivery through a catheter. 
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The device 30 inclades a distal ocdusion member 32 (wMch caabe positioiisd 
on the left atrial side of a PFO) and a proximal occlusion member 34 (which can be 
placed on the right atrial side of the PFO). When deployed, the occlusion members 
32, 34 apply compressive forces to both sides of a defect, sandwiching the compHant 
5 tunnel tissue closed. 

Each occlusion member 32, 34 in device 30 includes two collapsible propeller 
shaped wte petal members. The petals of the two occlusion members are joined by a 
connecting member 36, which extends into the tunnel defect when the device 30 is 
deployed. The loops that make up the propeller are shown extending &om the central 
10 member 36 to end caps 38 and 39. These end caps, lilce the ones in the other 
embodiments, can be in a line with the connecting member 36 and can be 
perpendicular to septum primum and septum secundum if deployed to close a PFO; or 
they could be not in a Une and/or could be skewed relative to a line perpendicular to 
septum primum and septum secundum if deployed to close a PFO 

15 The petals collapse when the device 30 is puUed at opposite ends as shown in 

FIG. 4B. This coUapsibUity allows the device 30 to be elongated for loading into a 
delivery catheter. Device delivery can be achieved percxitaneously by advancing the 
delivery catheter through the PFO defect. The device 30 can then be deployed. The 
device can be placed as iUustrated, e.g.. in FIGS. 5A-5B, with the petals generally 

20 oriented in-line with the defect. As shown, a plane defined by a loop is generally 
parallel to each septum and substantially perpendicular to the force applied by the 
loop. In HG. 5A, the left atrial petals are illustrated generally in dashed lines and can 
be in the same circumferential location. 

The device is preferably made from a material having shape memory 
25 properties such as Nitinol. This thermally responsive material allows the device 

petals to attain their desired deployed state geometry once released from the deHvery 
catheter. The petals can be suitably sized to ensure that the device q)pUes sufficient 
force to achieve defect closure. 
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The device 30 can close a PFO by applying compressive forces to the 
compliant flaps of the PFO. In accordance with some embodiments, to further 
promote hole closure, a fabric or a growth promoting matrix, which may include 
growth factors or other pharmacological agents or cells, can optionally be added to 
5 the petals to promote tissue growth over the device to plug the hole. 

The petal design of the device provides wide surface contact with cardiac 
tissue on both the left and right atrial sides of the PFO defect. Substantial surface 
area contact by the petals enables generally evenly distributed pressure to be applied 
to dose the PFO. The relatively simple structure of the device 30 allows use of an 
10 implant having a xeduced metal mass. The device design, also facilitates easy 
manufactoe. The device can be made, e.g., by crimping, welding, or otherwise 
joining the device together in the petal geometry and then annealing. 

Willie the FIG. 4 device 30 has two petals on each of the proximal and distal 
sides of the device, it should be understood that any number of petals can be used. 
15 For example, FIG. 6 illustrates a device 40 having more than two petals on each of 
the proximal and distal sides of the device. As shown in FIG. 6, the loops on one 
side are not necessarily at the same circumferential location as loops on the other 
side. 

Having described various embodiments of the present invention, it should be 
20 apparent that modifications can be made without departing from the spirit and scope 
of the invention. The device is described for use with a PFO, but could be used for 
an atrial septal defect or a ventricular septal defect, in which case the device would 
typically have a tissue scaffold or other fabric. 

What is claimed: 

25 
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Clalnis 

1. An apparatus comprising: 

a patent foramen ovale (PFO) closure device having a deployed configtucatioa 
for providing compressive force to septum pdmnm and septum secundum and 
5 including: 

a central body for extending through the PFO, 
a first end cap, and 

first and second loops on one side of the PFO, each of the first and 
second loops extending from the central body to the first end cap, each of the first and 
10 second loops defining a plane substantially parallel to septum primum and septum 
secundum such that the fibrstand second loops apply a force, perpendicular to the 
plane, to one of septum primum and septum secundum. 

2. The apparatus of claim 1, further comprising, on the other side of the PFO, a 
plurality of struts extending radially from the central body and having ends for 

15 contacting one of septum primum and septum secundum. 

3. The apparatus of claim 1 , further comprising, on the other side of the PFO, a 
second end cap, and third and fourth loops on one side of the PFO, each of the third 
and fourth loops extending from the central body to the first end cap and second end 
cap, each of the third and fourth loops defining a plane substantially parallel to 

20 septum primum and septum secundum such that the first and second loops apply a 
force, perpendicular to the plane, to one of septum pimium and septum secundum. 
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4. The apparatus of claim 3 , where there are three or more loops on each side of 
thePFO. 

5. The apparatus of claim 3, wherehi the central body and the first and second 
end caps are oriented in a line substantially perpendicular to septum primum and 

5 septum secundum. 

6. The apparatus of claim 1, wherein the device has a collapsed configuration for 
delivery through a catheter. 

7. The apparatus of claim 6, wherein the device includes nitinol, 

8. The apparatus of claim 6, wherein the device includes a shape memory 
10 polymeric mateaial. 

9. The apparatus of claim 6, wherein the device is made from a shape memory 
material with properties such that the device, when delivered mto a body, has a phase 
transition and assumes the deployed configuration, 

10. The apparatus of claim 1, wherein the device is retrievable, redeployable, and 
15 repositionable. 

1 1 . The apparatus of claim 1 , further comprising a material over the first and 
second loops for promoting tissue ingrowth. 

12. The apparatus of claim 1 1 , wherein the loops are made of a bioresorbable 
material. 

20 13. The apparatus of claim 3, further comprising a material over the first and 
second loops for promoting tissue ingrowth. 
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14. A method comprising delivering the PFO closure device of daim 1 through a 
cath^ertoaPFO. 

15. A method comprising delivering the PFO closure device of claim 2 through a 
catheter to a PFO. 

5 16. A method comprising delivering the PFO closure device ofclaim 3 through a 
catheter to a PFO. 

17. A method comprising delivering the PFO closure device of claim 4 through a 
catheter to a PFO. 

18. A method comprising delivering the PFO closure device of claim 1 through a 
10 catheter to a PFO, wherein the device includes a shape memory material. 

19. A method comprising deliverhag the PFO closure device of claim 10 through a 
catheter to a PFO. 

20. A method comprising delivering the PFO closure device of daim 1 1 through a 
catheter to a PFO. 

15 21. A method comprising delivering the PFO closure device of claim 12 diroiigh a 
caflieter to a PFO. 

22. A method comprising delivering the PFO closure device of daim 12 tlaough a 
catheter to a PFO, and drawing the device back into the catheter.. 



20 23. An apparatus comprising: 
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a septal defect closure device having a deployed configuration for providing 
compressive force to septum primum and septum secundum and including: 

a central body for esxtending tbcougli the defect, 

a first end cap, and 

5 first and second loops on one side of the defect, each of the first and 

second loops extending from the central body to the first end cap, each of the first and 
second loops defining a plane suhstantially parallel to septum primum and septum 
secundum such that the first and second loops apply a force, perpendicular to the 
plane, to one of septum primum and septum secundum. 

10 24. A method comprising delivering the closure device of clahn 23 through a 
cathetea: to a septal defect. 
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FIG. 3B 
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FIG. 3D 
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FIG. 4A 



SUBSTITUTE SHEET (RULE 26) 



wo 2004/052213 



PCT/US2003/039253 




SUBSTITUTE SHEET (RULE 26) 



wo 2004/052213 



PCT/US2003/039253 



8/10 




SUBSTITUTE SHEET (RULE 26) 



wo 2004/052213 



PCT/US2003/039253 



9/10 




SUBSTITUTE SHEET {RULE 26) 



wo 2004/052213 



PCT/US2003/039253 



10/10 




FIG, 6 



SUBSTITUTE SHEET (RULE 26) 



INTERNATIONAL SEARCH REPORT 



PCT/US 03/39253 



Accordng to Intemallonai Patent Classlllcalion ((PC) orto both nallonal dassilfcallon and IPO 



B. FIELDS SEARCHED 



m system tailoweti Ijy classltolion symbols) 



Documentation searched ottier than minimum documeriatton to the extent thai such documents are fncluded In the ffelds se 



Electronic data base consulted during the international search (name of da)a base and, where practical, search terms used) 

EPO-Internal 



C. DOCUMENTS CONSIDERED TO BS RELEVANT 



Category ° Otallon of document, with Indicatlcin, where appropriate, of She relevant passagBS 



Relavanl to claim No. 



US 5 944 738 A (AMPLATZ) 
31 August 1999 (1999-08-31) 



US 6 117 159 A (HUEBSCH) 
12 September 2000 (2000-09-12) 
column 3, line 55 - column 4, line 33; 
figures 3,4 

column 7, line 37 - line 67 

EP 1 013 227 A (NISSHO) 
28 June 2000 (2000-06-28) 
figure 1 

US 2002/129819 Al (FELDHAN) 
19 September 2002 (2002-09-19) 
the whole document 



1,3-7, 
9-11,13, 
23 
2 

1,3-13, 
23 



Further documents are listed tniha ci 



Patent family members are listed in annex. 



? of died do 



irt which Is rot 



W document delinlngthagsnerai slate of the a 

considered to be of particular relevance 
'E" eariSer document but published on or after the international 

filing dale 

"L" documentwhtchmaylhrowdoubts on priority cIa!m(s)or 
wWoh Is cited to eslablfeh Ihe publication date of anolher 
cilallon or cthsr apodal reason (as specified) 

'O' documanl ratBrting loan oral dlsclosute. use, exhibition or 



'T' later document published aflerthe International filing dale 
or piiority date and no) In conflict with the appllcaOon but 
cited lo understand the principle or theory underlying the 



documenl or particular relevance; Ihs cfaftnad Invention 
rannot be ronsldarsdjo Involve an Irtvenlivs slepwhsnttis 

mants, sudt combination being obvious to a person s!<llled 



13 Aprn 2004 



Date of mailing of Ihe international seatuh report 

19/04/2004 



Fivm PCT/ISAQ10 (8asiindsK«l)fJanuaiysaa4) 



INTERNATIONAL SEARCH REPORT 


InternsUonsi Ag^licatton No 

PCT/US 03/39253 


CtContlnuallon) DOCUMfiHfS CONSIDERED TO BE BELEVAMT 


Category" 


Citalton of ciooutnent. with Indication, wliere appraprl^e, of Ihe ralevanl passages 


Relevant to claim No. 


X 


US 6 355 052 Bl (NEUSS) 

12 March 2002 (2002-03-12) 

column 6, paragraph 3; figures 1-3 




1,3-11, 
13,23 


X 


us 6 488 706 Bl (SOLYMAR) 
3 December 2002 (2002-12-03) 
figures 11-15 




1 


X 


WO 01/49185 A (PFM) 

12 July 2001 (2001-07-12) 




1,3-7, 

9-11,13, 

23 




figures 8,9,13 





Foim PCWSWEIO tcortttnurttw oil seconiJjhseli) (Januaty 200*) 



Intemationat ; 



ationat application No. 
PCT/US 03/39253 



INTERNATIONAL SEARCH REPORT 



Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 



This I niernatlonal Search Report has not been established In respect of certain dims under ArliclB 17(2)(a) tor Jhe following reasons: 



Rule 39.1(iv) PCT - Method for -treatment of the human or animal body by 
surgery 



because ihey rel^e to parts of l!ie Internationa! Application VneA do not comply with Iho presortbad requirements to such 
an extent that no meaningful InlemaHonal Search can be canted out, specifically: 



3. Claims Nos.: 

because thsy are depsndent claims and are not drafted In accordance with the second and third sentences of Rule 6,4(a}. 



Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found mul)i[^ Inventions in (his international application, as follows: 



1 . 1 I As ail required addWonai search fees were timely paid by the apfdicant, this international Search Baport cavers all 
' — ' searchable claims. 



2. As all searchable cledms could be searched without effort Justf^lng an additional fee, this Authority did not Invite payment 
of any additional fee. 



3. I I As only some of the required additional search fees vi&e timely paid by the applicant, this Intematian^ Search Report 
' — ' covers only those claims for which fees were paid, ^ecHically claims Nos.; 



4. No required additionat search fees were timely paid by the applicant. Consequently, this International Search Report is 
restricted to the invention first menta'oned in the claims; It is covered by claims (vloe.: 



Remark on F>rotest I I The additional search fees were accompanied by the applic£uif s protest. 




Claims Nos.: 14-22 

because they relate to subject matter not required to be searched by this Authority, namely: 



2. 




Claims Nos.: 




No protest accompanied the payment o( additional search fessw 



Form PGT/ISA/210 (continuation of first sheet (1)) (July 1898) 



INTERNATIONAL SEARCH REPORT 

Itirormaflonon patent ramlly members 



International JSppKoatlon Mo 

PCT/US 03/39253 



Patent document 



AU 


737934 B2 


06-09-2001 


AU 


1074899 A 


23-08-1999 


CA 


231952a Al 


12-08-1999 


CN 


1102373 B 


05-03-2003 


EA 


2106 Bl 


24-12-2001 


EP 


1052944 Al 


22-11-2000 


HK 


1032892 Al 


13-06-2003 


JP 


2002502625 T 


29-01-2002 


WO 


9939646 Al 


12-08-1999 



31-08-1999 



US 6117159 


A 


12-09-2000 


US 


5853422 A 


29-12-1998 








US 


6312446 Bl 


06-11-2001 








US 


6024756 A 


15-02-2000 


EP 1013227 


A 


28-06-2000 


JP 


2000185048 A 


04-07-2000 








EP 


1013227 A2 


28-06-2000 








US 


6342064 Bl 


29-01-2002 


US 2002129819 


Al 


19-09-2002 


WO 


02050498 Al 


08-08-2002 


US 6355052 


Bl 


12-03-2002 


DE 


19604817 Al 


14-08-1997 








WO 


9728744 Al 


14-08-1997 








EP 


08S8083 Al 


07-01-1999 








JP 


2000505668 T 


16-05-2000 



SE 


510577 C2 


07-06-1999 


AU 


2798497 A 


26-11-1997 


EP 


0959777 Al 


01-12-1999 


JP 


2001511658 T 


14-08-2001 


RU 


2190359 C2 


10-10-2002 


SE 


9601752 A 


09-11-1997 


WO 


9741779 Al 


13-11-1997 


US 


2003149463 Al 


07-08-2003 



WO 0149185 


A 


12-07-2001 DE 


10000137 Al 


12-07-2001 






AU 


2512901 A 


16-07-2001 






WO 


0149185 Al 


12-07-2001 






EP 


124657Q Al 


09-10-2002 






US 


2003171774 Al 


11-09-2003 



fom PGVXSAIZW (patent tamlly annex) (Januaiy 20041 



